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Annex to the Certificate No. 50736-1\;' 0

Revision status: 0
valid from 2021-03-27 to 2024-03-26

The following locations / companies belong to the certificate above:
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devices listed in the annex. The approval is based on tf of
50736-Z6-00, the decision dated 2021-03-24 a‘h‘d»;,quhiy valid in con
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This certificate is valid from 2021-03-24 to 2024-05-26
Registration No.: 50736-16-08 :
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Annex to the EC Certificate No. 50736

Revision status: 0

Valid from 2021-03-24 to 2024-05-26

Devices/device categories included in the certificate:

Class Il a:
e E-wire Guide Wire

e E-xpand Stent Graft Balloon Catheter

Class |l b:
e FlowLine Bipore ePTFE Vascular graft
e E-liac Stent Graft System
e E-ventus BX Peripheral Stent Graft System

Class llI:
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FlowNit BIOSEAL

Knitted vascular prostheses:

O Specific knitting techniques for high burst resistance and
low dilatation'2

O Aldehyde and isocyanate free BIOSEAL impregnation
using dehydrothermal crosslinked collagen guarantees
primary sealing of the blood in the prosthesis®

O Concentric crimping and the guide line allow precise
positioning of the prosthesis

O Soft and supple texture for easy handling

ga- Cryolife JOT=C

Life Restormg Technolog|es Joined the CryolLife® Family




PROSTHESIS REFERENCES

Straight prostheses

Straight prostheses

Bifurcated prostheses

Catalogue No. @ (mm) Length (cm) Catalogue No. @ (mm) Length (cm) Catalogue No. @ (mm) Length (cm)
35ST1506 6 15 35ST1512 12 15 35BI11206 12x6 45
35ST3006 6 30 35ST3012 12 30 35BI11407 14x7 45
35ST6006 6 60 35ST1514 14 15 35BI11608 16x8 45
35ST1507 7 15 35573014 14 30 35BI11809 18x9 45
35ST3007 7 30 35ST1516 16 15 35BI12010 20x10 45
35ST6007 7 60 35ST3016 16 30 35BI12211 22x11 45
35ST1508 8 15 35ST1518 18 15 35B12412 24x12 45
35ST3008 8 30 35ST3018 18 30
35ST6008 8 60 35ST1520 20 15
35ST0008 8 100 35573020 20 3 g } 4]
35ST1510 10 15 35ST1522 22 15 L 6-24 mm
35ST3010 10 30 35573022 22 30 Length 15-100 cm
35576010 10 60 35ST1524 24 15
35ST0010 10 100 35573024 24 30

@ 6-12mm < M ‘ @

i | 72-24
Length 45 cm: 32 +13 cm

References:

"JOTEC GmbH, subsidiary of Cryolife, Inc.: Internal mechanical test data

2Bell C-M.: [Study on the issue of expansion of textile implants] - (internal data, JOTEC GmbH)

3Freischlag J, J.A. and Moore, W. S.: Clinical Experience with a Collagen-Impregnated Knitted Dacron Vascular Graft; Ann of Vascular Surg 1990; 4(5): 449-454

Indications: FlowNit BIOSEAL is indicated in arterial aneurysms and vascular occlusions. FlowNit BIOSEAL is primarily indicated
for vascular replacement in the entire abdominal aorta and in peripheral vascular applications involving vessel diameters of

at least 6 mm.

JOTEC GmbH,

a fully owned subsidiary of

Cryolife, Inc.

Lotzenacker 23

72379 Hechingen, Germany

P +49 (0)7471 922-0

F +49 (07471 922-100
info.europe@cryolife.com
www.jotec.com
www.cryolife.com

Cryolife France SAS

Paris — France

JOTEC Sales GmbH

JOTEC Polska Sp. z o.0.
Warsaw — Poland

Muri — Switzerland

JOTEC s.r.l. Socio Unico
Milan - Italy

JOTEC Cardiovascular SL
Madrid — Spain

© 2018 JOTEC GmbH, Germany. All rights reserved.

&% Cryolife

Life Restorlng Technolog|es

Cryolife Europa, Ltd.
Guildford — United Kingdom

JT-BR-0350200-EN V02 09/2018

JOT=C

Joined the CryolLife® Family




FlowWeave BIOSEAL

u‘.\
LV
.

Cl
ﬁ
.

- Cryolife

Life Restormg Technolog|es

Woven vascular prostheses:

O

Specific weaving techniques for high burst resistance and
low dilatation’?

Different internal and external surface structures enable
blood flow optimization

Aldehyde and isocyanate free BIOSEAL impregnation
using dehydrothermal crosslinked collagen guarantees
primary sealing of the blood in the prosthesis®

Concentric crimping and the guide line allow precise posi-
tioning of the prosthesis

Soft and supple texture for easy handling

JOT=C

Joined the CryolLife® Family




PROSTHESIS REFERENCES

Catalogue No. @ (mm) Length (cm) Catalogue No. @ (mm) Length (cm)

455T1508 8 15 455T3026 26 30 5
455T3008 8 30 455T1528 28 15 [ \
455T1510 10 15 45573028 28 30 i - &34 mm
455T3010 10 30 455T1530 30 15

455T1512 12 15 455T3030 30 30 Length

455T3012 12 30 455T1532 32 15 15-30em

455T1520 20 15 455T3032 32 30

455T3020 20 30 455T1534 34 15

455T1522 22 15 455T3034 34 30

45573022 22 30

455T1524 24 15

455T3024 24 30

455T1526 26 15

References:

"JOTEC GmbH, subsidiary of Cryolife, Inc.: Internal mechanical test data

2Bell C-M.: [Study on the issue of expansion of textile implants] - (internal data, JOTEC GmbH)
3Freischlag J, J.A. and Moore, W. S.: Clinical Experience with a Collagen-Impregnated Knitted Dacron Vascular Graft; Ann of Vascular Surg 1990; 4(5): 449-454

Indications: FlowWeave BIOSEAL is indicated in arterial aneurysms and vascular occlusions. The primary indication for
FlowWeave BIOSEAL is vascular replacement in the thoracic and abdominal aortas, although it can also be used in peripheral
vascular applications involving vessel diameters of at least 6 mm.

JOTEC GmbH,

a fully owned subsidiary of

Cryolife, Inc.

Lotzenacker 23

72379 Hechingen, Germany

P +49 (0)7471 922-0

F +49 (0)7471 922-100
info.europe@cryolife.com

www.jotec.com
www.cryolife.com

© 2018 JOTEC GmbH, Germany. All rights reserved.

Cryolife France SAS

Paris — France

JOTEC Sales GmbH

Muri —

JOTEC s.r.l. Socio Unico

Milan - Italy

JOTEC Cardiovascular SL

Madrid — Spain

&% Cryolife

Life Restorlng Technolog|es

JOTEC Polska Sp. z o.0.
Warsaw — Poland

Cryolife Europa, Ltd.
Guildford — United Kingdom

JT-BR-0450200-EN V02 09/2018

JOT=C

Joined the CryolLife® Family




FlowLine BIPORE’

Peripheral Treatment with ePTFE

&% Cryolife
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JoT=C | FlowlLine BIPORE’

FlowLine BIPORE

* Specific BIPORE configuration with two different
fibril lengths to ensure low thrombogenicity

» Additional ePTFE wrapping for enhanced suture
retention and high burst strength*

* Unique guideline indicates diameter and wall
thickness of the graft

e Helical reinforcement for increased resistance
against kinking and compression

e Excellent and pliable handling and suture behaviour

e Simple and easy removal of the spiral reinforcement

Ordering Information

Thin Wall Thin wall reinforced Standard wall | Standard wall reinforced

Catalog No. Catalog No. (mgm) Le(z:"g‘;h Catalog No. Catalog No. (mgm) L?:.?.;h

10TW5006N 10TW5006S | 6 | 50 | 10SW5006N 10SW5006S | 6 | 50 |
10TW2007N | - [ 7 | 20 |

10Sw2007N | - | 7 | 20 |
10TW8007N 10TW8007S | 7 | 80 | 10SW8007N 10SW8007S | 7 | 80 |

10TW5008N 10TW5008S | 8 | 50 | 10SW8008N 10SW8008S 8 80

(—

FlowLine BIPORE
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FlowLine BIPORE Reinforced

* Bench test data on file at JOTEC GmbH. Data not indicative of clinical performance. JT-BR-0100200-EN V02 08/2019

JOTEC GmbH, a fully owned subsidiary of CryoLife, Inc. Cryolife, Inc. ® 1655 Roberts Blvd., NW e Kennesaw, GA 30144 ¢ USA
P +1770 419-3355 ¢ +1 800 438-8285 ¢ F +1 770 590-3739

Lotzenacker 23 ® 72379 Hechingen, Germany CustomerService@cryolife.com ® www.cryolife.com ‘\(k' ‘ r OL I fe
P +49 (0)7471 922-0 * F +49 (07471 922-100

info.europe@cryolife.com ® www.jotec.com . . o i Restorlng Technologles

© 2019 JOTEC GmbH, Germany. All rights reserved.
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